‘/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Healib Service

it Food and Drug Administridion
FOV05 New [lampshire Avenue
Pocument Control Room -WOG-GOOYD
Silver Spring, MD 209930002

Rhythmlink [nternational, LLC.
c/o Mr. James Mewborne
Manager of Regulatory Affairs
1140 First Street South
Columbia, SC 29209

Re: K112435
Device Trade Name: Monopolar Stimulating Instrument
Regulation Number: 21 CFR 874.1820
Regulation Name: Surgical Nerve Stimulator/Locator
Regulatory Class: Class [i
Product Code: ETN
Dated: August 22, 2011
Recetved: August 24, 201t

Dear Mr. Mewborne:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure} to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or o
devices that have been reclassified in accordance with the provisions of the Federal Foad, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
watrantics. We remind you, however, that device labeling must be truthful and not.misleading.

L your device is classified (see above) into either class IT (Special Controls) or class I (PMA), it
may be subject to additional controls. Existing major regulations alfecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to §898. [n addition, FDA may
publish further announcements concerning vour device in the Federal Reoister,

Please be advised that FDA’s issuance of a substantial equivalence delermination does not mean
that FDA has made a determination that vour device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
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compiy with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labehng (21 CFR Part 801); medical device reporting (reporiing of medical
device-related adverse events) (21 CFR §03); good manulacturing practice requirements as sel
torth in the quality systems (QS) regulation (21 CTFR Part 820); and il applicable, the electronic
product radiation control provisions {Sections 531-342 of the Act); 21 CFR {000-1030,

I vou desire spectlic advice for your device on our labeling regulation (21 CFR Part 801), please
go to hutp:/rwwaw fda.gov/iAbout DA/ CentersOftices/CDRI/CDRHO [Tices/ucm 113809 hum for
the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notitication” (21CIR Part
8§07.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hitp:/fwwiw. fda.gov/Medical Devices/Safetv/ReportaProblem/defaulthtm for the CORH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on vour responsibitities under the Act from the
Division of Small Manufacturers, [nternational and Consumer Assistance at its woll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

bt /Avww tda cov/Medical Devices/Resourcestor You/tndustrv/default him.

Sincerely vours,
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Malvina B. Eydelman, M/D.

Directlor
Division of Ophthalmic, Neurological,
and Ear, Nose and Throat Devices
Office of Device Evaluation
Center [or Devices and
Radiological Fealth

Enclosure
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Attachment 2 - Indications for Use Statement
Indi¢ations for'Use Statement

510(k) Number K072736

Device Name Rhythmlink International Monopolar Stimulating Instrument

Indications for Use

Rhythmlink International Mono;miar stimulating Instrument:is-indicated for, stimulation of
¢ranial and: pernpheral motor rierves for location and identification: dunng surgery; including.

$pinal nerveiroots. “The: Rhythmlmk International. Monopolar Stimulatmg Instrumentiis'sterile
and for.single:ise only

Prescription Use X AND/OR Over-The:CounterUse .
(Part 21 CFR 801 Suibpart D) (21 CFRBO7 SubpartC)

{Please da niot write Befow this fine = Continue on anather page:if.needed)

Concurrence of CDRH, Office of Device Evaluation (ODE).

il

" (Division Sign-Off)
Prescrintion U X Division of Ophthalmic, Neurological and Ear,
(Pe:cznlp(;(})?‘;{ss(')el 109) Nose and Throat Devices
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